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The webinar was held September 12, 2011. See below for slides and a video of the webinar:

 

Slides:

Dr Mark Lee, FDA

Dr. Deepak Jain, Tengion, Inc.

Dr. Robert Langer, Massachusetts Institute of Technology

 

Video:

Webinar recording of Lee and Jain presentations

Audio recording of Q&A session [mp3]

 

 

Webinar Topic & Agenda

Moderator: Ellen Feigal, MD, CIRM, Vice President of Research and Development

Speakers:

Mark Lee, Ph.D., Product Reviewer, Office of Cellular, Tissue and Gene Therapies (OCTGT), Center for Biologics Evaluation and

Research (CBER), U.S. Food and Drug Administration (FDA)

Robert Langer, Sc.D, David H. Koch Institute Professor, Department of Chemical Engineering, Massachusetts Institute of Technology

Deepak Jain, Ph.D., Senior Vice President, Bioprocess Research & Development, Tengion, Inc.

Topics to be covered:

Presentation by FDA

Overview of FDA Regulatory Process

Considerations for Cell-Scaffold Combination Products used in Regenerative Medicine

Overview of Scaffolding in relation to Regenerative Medicine

Neo-Organs and Neo-tissues

Examples of issues and challenges of taking this type of product through the regulatory pathway to the clinic

Questions and Answers
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https://www.cirm.ca.gov/sites/default/files/files/agenda/Lee_Regulation_Combo_Products_RegenMed_2011_0912.pdf
https://www.cirm.ca.gov/sites/default/files/files/agenda/Jain_Webinar_2011_0912.pdf
https://www.cirm.ca.gov/sites/default/files/files/agenda/Langer_FDA-CIRM_Webinar.pdf
https://cirm.webex.com/cirm/lsr.php?RCID=2e1fed16d7ae1da275fe2eca41286873
https://www.cirm.ca.gov/sites/default/files/files/agenda/Scaffolding Webinar_QA.mp3


Source URL: https://www.cirm.ca.gov/agendas/09022011/cirm-regenerative-medicine-consortium-rmc-scaffolding-webinar

Background material

CIRM Grants Targeting Scaffolding and Tissue Engineering

DR1-01444 - Mark Humayun, University of Southern California

TR1-01216 - Darryl D’Lima, Scripps Research Institute

TR2-01787 - Roslyn Isseroff, UC Davis

TR2-01821 - Bruno Peault, UC Los Angeles

RT2-01938 - Sarah Heilshorn, Stanford

RT1-01097 - Kit Lam, UC Davis

RC1-00151 - Christopher Zairns, Stanford

RB3-05232 - Song Li, UC Berkeley

RM1-01707 - Gay Crooks, UC Los Angeles

RT2-02022 - David Schaffer, UC Berkeley

RN2-00946 - Tracey Grikscheit, Children’s Hospital Los Angeles

News and Information

UCL technology used in windpipe transplant, 7 July 2011

Children's Hospital Los Angeles Researchers Engineer Small Intestine in Laboratory Experiments 

Biological Scaffolds for ReGen Medicine: Generating Functional Tissue Constructs that Avoid Immunogenicity Remains Elusive but

Not for Long

Resources

FDA/NIST Sponsored Workshop: In Vitro Analyses of Cell/Scaffold Products, December 6-7, 2007

Principles of Tissue Engineering, 3rd Edition [Hardcover], Robert Lanza (Author), Robert Langer (Author), Joseph Vacanti (Author)

ISBN-10: 0123706157 | ISBN-13: 978-0123706157 | Publication Date: August 21, 2007 | Edition: 3

Biological scaffold materials composed of extracellular matrix (ECM) have been used clinically in regenerative medicine for many

years, McGowan Institute for Regenerative Medicine- Stephen Badylak Laboratory
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https://www.cirm.ca.gov/our-progress/awards/stem-cell-based-treatment-strategy-age-related-macular-degeneration-amd
https://www.cirm.ca.gov/our-progress/awards/stem-cell-based-therapy-cartilage-regeneration-and-osteoarthritis
https://www.cirm.ca.gov/our-progress/awards/bone-marrow-mesenchymal-stem-cells-heal-chronic-diabetic-wounds
https://www.cirm.ca.gov/our-progress/awards/harnessing-native-fat-residing-stem-cells-bone-regeneration
https://www.cirm.ca.gov/our-progress/awards/preparation-and-delivery-clinically-relevant-numbers-stem-cells-using-3d
https://www.cirm.ca.gov/our-progress/awards/discovery-adhesion-ligands-pluripotent-human-stem-cells
https://www.cirm.ca.gov/our-progress/awards/engineering-cardiovascular-tissue-graft-human-embryonic-stem-cells
https://www.cirm.ca.gov/our-progress/awards/induced-pluripotent-stem-cells-tissue-regeneration
https://www.cirm.ca.gov/our-progress/awards/engineering-thymic-regeneration-induce-tolerance
https://www.cirm.ca.gov/our-progress/awards/engineering-defined-and-scaleable-systems-dopaminergic-neuron-differentiation
https://www.cirm.ca.gov/our-progress/awards/mechanism-tissue-engineered-small-intestine-formation
http://www.ucl.ac.uk/news/news-articles/1107/11070701
http://www.chla.org/site/apps/nlnet/content2.aspx?c=ipINKTOAJsG&b=6089699&ct=10861741&notoc=1
http://www.genengnews.com/gen-articles/biological-scaffolds-for-regen-medicine/3359/
http://www.fda.gov/BiologicsBloodVaccines/NewsEvents/WorkshopsMeetingsConferences/ucm095795.htm
http://www.amazon.com/Principles-Tissue-Engineering-Robert-Lanza/dp/0123706157/ref=sr_1_3?ie=UTF8&qid=1313795971&sr=8-3
http://www.mirm.pitt.edu/badylak/projects/projects.Host.asp
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